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DESCRIPTION: PRELONE contains 15 mg of
PREDNISOLONE in each 5 m easpoonful)
Benzoic acid, 0.1% added as a preservative.
Also alcohol, 59,

MURO PHARMACEUTICAL, INC.
Tewksbury, MA 01876-9987
-1508
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PREDNISOLONE

DESCRIPTION: PRELONE contains 15 mg of
PREDNISOLONE in gach 5 ml (teaspoonfulj.
Benzoic acid. 0.1% added as a preservative.
Aiso alcohol, 5%.
MURO PHARMACEUTICAL. INC.
Tewksbury. MA 01876-9987
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DESCRIPTION: PRELONE contains 8§ mg of
PREDNISOLONE in each 5 mi {teaspoontul).
Benzoic acid. 0.1% added as a preservative.
Also alcohot, 5%.
MURO PHARMACEUTICAL, INC.
Tewksbury. MA 01876-9987
Li-1508
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PRELONE

(Prednisolone Syrup

S awhite to

practically white, oaon..; crystaliine powder. It is very shghtly soluble In water, slightly soluble
nol,

(1B
11B)-. s molecular ight is 387.48.
formula is: Nt e

of many organ systems.

Giucocorticoids cause profound and vaned

body's immune responses to diverse stimuli.
INDICATIONS PRELONE Syrup is indicated in the following conditions:

1. Endocrine

Pn'm-_ry OF secondary adrenocortical insutficiel

ical name for Prednisoions is pregna-1.4-cierie-3, 2o-dm. 11.17.21~m‘hydroxy-.
The empirical formuia is C21Hx0s, and its structural

e

PRELONE Syrup containg 15 mg of prednisolone
a pressrvative, nlhoconmnslk»hoos%

ACTIONS: Naturaily oceurting glucocorticoids {hydrocorti I

IS: ¢ sone and corti

_lrnnfrawnanqp'oponns. are yud &3 replacement therapy in adrenocol
heir synthetic anaiogs are primarily used for their potent anti-intl,

insach 5 mi. Benzoic acid, 0.1%, is added as

sone), which also have
rtical deficiency states.
ory et ind rs

maetabolic eftects. In addition, they modily the

nCy (hydrocortisone or cortisone is the first

chotge: synthetic anaiogs may be used in conjunction with mineralocorticoids where

applicabis: in infancy mineralocorticoid Supplementation is of particyiar im|

Congenital adrenal hyperpiasia
rative thyroiditis
2.Rheumatic Disorders

i portance.)
Hypercaicemia associated with cancer

As adjunctive therapy for short-term administration (to tide the patient over an acute episode

Or exacerbation) in:
iatic arthritis
Rheumatoid arthritis, including juvenile

hy id arthritis (se}

cases may

require low-dose maintenance therapy)

Ankylosing spondyiitis
3.Collagen Dissases

Acute and subacute bursitis
Acute nonspecific tenosynovitis
Acute gouty arthritis
Post-traumatic ostecarthritis
Synovitis of osteoarthritis
Epiconayiitis

During an exacerbation Or as maintenance therapy in ssiected cases of:

§ymnn§c lupus erythematosus

4, D.nnnoloélcblu'uo: I
Pemphigus

Acute rheumatic carditis

Extoliative dermatitis

Bulious dermatitis herpetitormis M i i
Severe erythema multitorme s.yvc:,: sp;uongm (;'i:”
5 AL ‘(.S't:'v:gs\lohnson syndrome) seborrheic dermatitis
Controi o1 e or gic cor to acequate trials of
conventiona! treatment:
Seasonal or perenviial allergic rhinitis Atopic dermatitis
Bronchial asthma Serum sickness
Contact dermatitis Drug hypersensitivity reactions

8. Ophthaimic Dissases

Severe acute and chronic al}
adnexa such as:

Allergic comeal marginal ulcers
Herpes zoster ophthaimicus
Anterior segment inflammation
Diftuss posterior uveitis and choroiditis
Sympathetic ophthaimia

7. Respiratory Dissases
Symptomatic sarcoidosis

gic and i

Y p involving the eye and its
Allergic conjunctivitis

Keratitis

Chorioretinitis

Optic neuritis

Iritis and indocyclitis

Loettier's syndrome not manageable by other means

Beryilliosis

Fulminating or disseminated pulmonary tubercuiosis when used concurrently with appropri-

ate antitubercuious chemotherapy
Aspiration pneurmonitis
ic Disorders

) Idiopathic thrombocytopenic purpura in adults

yiop in adults

Erﬁhm&wooom ( RBC anemia)

lytic anemia

Congenital (srythiroid) hypoplastic anemia

9. Neoplastic Diseases
For patiiative management of
Leukemias and lymph in adults
10. Edemstous

Acute lsukemia of childhood

Toinduce a diuresis or remissior of proteinuria in the nephrotic syndrome, without uremia, of

m

the idiopathic type or that due to Wipus erythematosus.
a | 1 BL

To tide the patient over a criticai period of the diseass in:

Ulcerative colitis
12. Netvous System

Acute exacerbations of multiple scierosis

13. Miscelisneous

Regional enteritis

Tubercuious meningiis with subarachnoid block or impending biock when used concurrently

with appropriate antiub: lous

Trichinosis with neurologic or myocardial involvernent
CONTRAINDICATIONS: Systemic fungal infections,

WARNINGS: In pati on corti

"

apy subjected to unusual stress, increased

dosage of rapidly acting corticosteroids betore, during, and after the stressful situation is

indicated.

Corticosteroids may mask some signs of infection, and new infections may appear during their
use. There may be decreased resistance and inability to localize infection when cori:asteroids
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Gongenital |erythroid) nypopiastic anermia
Neopiastic Diseases /;/

9.

For palkative managsment of Acute lsukemia of chikdhood
Leukemias lymphomas in aduits

10. Edemastous States
Toinduce a'd or remission of protei inthe nep $ynarome. without uremis, of

the idiopathic type or that dus 10 lupus erythematosus.

11. Gastrointestina! Disseses
To tide the patient over a critical pariod of the disease in:
Uicsrative colitis Ragionai enteritis

12. Nervous System

Acute exacerbations of multipie sclerosis
13. Miscsianeous .
Tuberculous meningitis with subarachnoid block or impending block wher used concurrently
with appropriate antituberculous chemotherapy

Trichinosis with ogic or my 1t
CONTRAINDICATIONS: Systemic tunga! infections.

WARNINGS: In patients on corticosteroid therapy subjected to | stress, if

dosage of rapidly acting: corticosteroids before, during, and atter the strasstul situation is
indicated.

Coﬂmrddsmymskmugnso" tection, and new inf may appear during their
use. There may bs decreased resistance and inability to localize infection when corticostaroids
are used.

Prolonged use ot corticosteroids may produce postenor subcapsular cataracts; glaucoma with
possible darmags to the optic nerves. and may enhance the ishment of y ocular
infections due 10 tungi or viruses.

Use in pr since: adeq h reproduction studies have not besn done with
corticosteroids, the use of these drugs in pregnancies, nursing mothers or women of childbear-
ing potential requires that the possible benelit of the drug be weighted against the potential
hazards to the mother and embryo of fetus. infants bom of mothers who have received
substantial doses ot corticosteroids during pregnancy, shouid be carefully observed for signs of
hypoadrenalism,

Average and large doses ot hydrocortisonie or cortisone can cause slevation of biood pressurs,
salt and water retention, and increased excretion of potassium. These eftects are iess likely to
occur with the synthetic derivatives except when used in large doses. Dietary salt restriction and
potassium supplementation may be y. All corti increase cal 1.
Whiie on corticosteroid therapy, houid not be ‘ ) Hp
Other immunization procedures should not be undertaken in patients who are on cortl-
costsrolds, sspecially on high dose, because of possibie hazards of neurological com-
pilcations and a lack of antibody responss.

The use of PRELONE Syrup in active tubsrculosis should be restricted to those cases of
fuiminating o di inated tub losis in which the cor id is used for the management
of the diseass in conjunction with an &ppropriate antitubercuious regimen.

I corti are indi in with latent tub I8IS OF tuberculin reactivity, close
observationis Yy as reactivation of the g may occur. During proionged corticoste-:
roid therapy, thess pati should ive chemoprophylaxis.

PRECAUTIONS: Drug-induced secondary adrenocortical insufficiency may be minimized by

gradual reduction ot dosage. This type of relative insutficiency may persist lor months atter
inuation of therapy:; th 5 i &ny si of stress occurring during that period,

hormone therapy should be reinstituted. Since mineralocorticoid N may be impaired,

satt and/or & ticoid shouid be ing concurrently.

There is an enhanced ettect of conticosteroids ©on patients with hypothyroidism and in those with

cirrhosis.

Corticostercids should be used cautiously in patients with ocular herpes simpiex because of

possible comeal perforation.

The lowest blé dose of corti id should be used to control the condition under
treatment, and when ion in dosage is possi the reduction should be gradual.
Psychic o o may appear when corticosteroids are used, ranging from euphoria,

insomnia, Mood swings, personality changes, and severe depression, to frank psychotic mani-
testations. Also, existing emotional instability or psychotic tendencies may be aggravated by
corticosteroids.
Aspirin shouid be used cautiously in conjunction with corticosteroids in hypoprothrombinemia.
Steroids should be Used with caution in nonspecific ulcerative colitis, it there is a probability of
impending perforation, abscess or other pyogenic intection: diverticulitis; fresh intestinal anas-
tomoses; active or latent peptic uicer, renal insutliciency; hypertension; OSteoporosis; and
myasthenia gravis. .
Growth and development of infants and children on prolonged corticosteroid therapy should be
carefully observed.
ARhough controlled clinical trials have shown corti ids to be effective in ing the
ion of acute ions of multiple sch they do not show that corticosteroids
affect the ultimate outcome or natural history of the disease. The studies do show that relatively
high doses of corti arer ¥ to demonstrate a significant eftect. (See DOSAGE
AND ADMINISTRATION).
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Since complications of traatment with glucocorticoids are depsndsnt on the size of the dose and

the duration of treatment, a nsivbenelit decision must be made in 8ach individual case as 10
daily or intermitent therapy should be used.

. . * . )
© ' dose and duration ot 1t and as to
. ) - ADVERSE REACTIONS: Metabollc
. ’ - Fluid and Electrotyts Disturbsnces Negative nitrogen balance due 1o
N Sodium retention protein catatoiism
N Fiuid retention Neurological
Congestive heart tailure in pti Ir ntracranial pressure with
- . patisnts papiiledema (pseudo-tumor ceredri)
Potassium kess r_usggny after reatment
Hypokaiemic aikalosis {Cohwmisions, - - s
Hypertension Yetigo . T :
APORRE Musculoskeletal { vesdache | S~ .
| . ; Muscle weakness m . :
| i : Steroid myopathy lregytrities - L
" Loss of muscie mass Davelopment of Cushingold state = *¢ -
R . L Osteoporosis Secondary.adrenocorical and pituitary
v R TR S T i PN Vertebral compression fractures unresponsiveness searticularly in times
L ST T T e e e vy o Aseptic necrosis of femoral and humeral of stress. as In trauma, surgery or
: s e T L ER T heads itiness .
LT T L L Pathologic fracture of long bones Suppression of growth in children K
§ s . Gastrointsatinel Decreased carbohydrate tolerance
R . . i i - Peptic ulcer with possibie perforation and Manit s of latent maliitus
- . . . N i ' o hemotrhage increased requirements tor msulin or oral
. : . : e N s DRI Pancreatitis hypoglycemic agents in d
' : T : e ; Abdorminal distention Ophthaimic
Sl . S . Ulcerative esophagitis Posterior subcapsular cataracts
Dermatologic Increased intraocular pressure
e Impaired wound healing Glaucoma
. Thin tragiie skirn Exophthaimos
: Petechiae and ecchymoses Other s
Facial erythema Uticana and other allergic, an@ymic r
- increased sweating hypersensitivity reactions
- . . May suppress reactions to skin tests ;
D : DOSAGE AND ADMINISTRATION: Tha initial dosage of PRELONE Syrup may vary from 5 mg
to 60 mg per day depending on the specific disease entity being treated. In situations ot less

severity lower doses will generally suffice while in seiected patients higher initial doses may be
required. The initial dosage should be maintained or adjusted untii a satistactory response 1s
. noted. I after a reasonable period of time there is a lack of satisfactory clinical response,
PRELONE Syrup should be discontinued and the patient transferred to other appropriate
therapy. IT SHOULD BE EMPHASIZED THAT DOSAGE REQUIREMENTS ARE VARIABLE
AND MUST BE INDIVIDUALIZED ON THE BASIS OF THE DISEASE UNDER TREATMENT
AND THE RESPONSE OF THE PATIENT. Atter a tavorable response s noted, the proper
maintenance dosage should be determined by decreasing the initial drug dosage in small ~
decrements at appropriate time intervals until the lowest dosage which will maintain an ade-
quate clinical response is reached. it should be kept in mind that constant monitoring is needed
in regard to drug dosage. Inciuded in the situations which may make dosage adjustments
necessary are changes in clinical status’' secondary 10 remissions or exacerbations in the
disease process. The patient's individua) drug responsiveness, and the etfect ot patient expo-
sure to stresstul situations not directly related to the disease entity under treatment. in this \attet
situation it may be necessary to increase the dosage of PRELONE Syrup for a period of time
consistent with the patient's condition. If after long-term therapy the drug is to be stopped, it is
recommanded that it be withdrawn gradually rather than abruptly.
Multiple Sclerosis: Inthe treatment of acute exacerbations of multiple sclerosis daily doses of
200 mg of prednisoione for a week followed by B0 mg every other day for 1 month have been
e e . ;
mocs o s G8l 0536 of oo s aqme s HIERIS SR gLscneckone)
f i ed every other morn; T n whlqh
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A briet review of the HpPA h m heiptui in il Ng this rat | ie Actin

‘ .

' pi yslology ay be elptul in u derstandi g thi iona Cling
plmmny‘ ""DUQ" the hypothulamus a fali in free cortiso| slvmulata's ' ‘ . '

During Conventi
b onaj pharmacoiog; r id ther, ACTH roduction js nhibited
OgiC dose co: icosteroi {e)
U apy, pi ion |
W‘ ith SU' DSQQUQI'K ISUDDIHSSI on of COﬂlSO. J production by the adre'nal Ccortex, Hecovalryit mie‘ for
':0”'\'3 HF A' !Ctiv ty I'S var B'D‘E dependmg Upon the doge and duration of treyulmem Dun’ng this
time the Da: ant is vy nerable to &ny stressfy) Situation. Almough it has been hown \ h i )
8 that there is

Y less adrenal sy, i
on PPression followi i i
PPOSed 1o a quarter of that dose admini;;gr:dsgwfy"éOM|ng iowss T evidamene (10 e

Suppressive effect on a ied
4 drénal activip i
o y May be i
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roduce g renoconticaj Suppression for two or t:»:ls'
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2) Atter 'ﬂla’dﬁy ther apy is a tt erapsutic ’QC““'QUG Primaril
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term pt 'O""ICO‘OQ'C corticoid ther apy is ar Micipated
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secreon. Normaity the HPA System is charactenzed by diurnal (circagan) mytnm, Serum
mo’ACTHnuhnmuowpoumwom 10p.m. 10 a peak level anout 6 o.m. Increasing leveis
of ACTH stimuiate adrenocortical activity Fesuling in & nse in plasma corusol with maxima!
levels occurnng between 2 &.m. and 8 a.m. This rise m corusol dampens ACTH production and
n tum adrenocortical activity. There is a gradual tall in plasma corticoids dunng the oay with
lowsst leveis occurming about mdnight.

divided doses. it would appear, then, that a disturbance in the disrnal cycie with maintenance of
elevated corticoid values duning the night may play a significant rote in the deveiopment of
ur corticoid ettects. Escap these My elevated plasma levels for even
short periods of time may be instrumentai in protecting against undesirabie Pharmacologic
effects.

During conventional phamacologic dose corticosteroid therapy, ACTH production is infibited
with subssquent Suppression of cortisol production by the adrenal cortex: Recovery ime for
normal HPA activity is variable depending upon the dose and duration of treatment. Dunng this
time the patient is vuinerable to any stressiul situation, Although it has been shown that thare is
considerably less adrenal Suppression foliowing a $ingle moming dose of prednisoione (10 mg)
s opposed to a quarter of that dose administered every 6 hours, there is evidence that some
8uppressive eftect on adrena) activity may be carried over nto the following day when pharma.-
cologic doses are used. Further, it has been Shown that a single dose of certain corteosteroids
will produce adrenocortical Suppression for two or more days. Other corticoids, nciuding
methylprednisoione, hydrocortisone, pregnisone, and prednisolone, are considered o be short
acting (producing adrenocorticat suppression for 1-1/4 to 1-1/2 days following a single dose)
and thus are recommended for alernate-day therapy:

2) Alternate-day therapyisa therapeutic technique primarily designed for patientsin whom long
term pharmacologic corticoid therapy is anticipated.

3) inless severe disease processes in which corticoid therapy is indicated, it may be possible to
initiate treatment with aiterate-day therapy. More severe diseasae states usuaily will require
daily divided high dose therapy for initial control ot the disease process. The initial suppres-
sive dose level should be continued untit satistactory clinical response is obtained. usually
four to ten days in the case of many allergic ang collagen diseases. it is important to keep the

penod of initial suppressive dose as brief as possible particularly when subsequent use of

Once control has been estabiished, two courses are availabile: (a) change to afternate-day

therapy and then gradually reduce the amount of corticoid given every other day, or (b) foliowing

controi of the disease process, reduce the daily dose ot corticoid to the iowest ettective leve! as

rapidly as possible and then change over to an alternate-day schedule. Theoretically, course {(8)

may be preferable.

4) Because of the advaritages of anematwaymerapy, itmay be desirable to try patients on this
form of therapy who have bean on daily corticoids tor long periods of time (e, patients with

controlied, an attempt shouid be made to reduce this dose to a minimum.

5) Asindicated above, certain corticosteroids, because of their prolonged suppressive aftact on
adrenai activity, are not recommended tor alternate-day therapy {eg, dexamethasone and
betamethasone).

6) The maximai activity of the adrenal cortax is between 2 a.m. and 8 a.m., and it is minimal
between 4 pm ang midnight; Exogenous <orticosteroids Suppress adrenocorticai activity the
least, when given at the time of maximal activity (a.m.),

7) in using alternate-day therapy it is important, as in al) therapeutic situations, to individualize
and tailor the therapy to each patient, Compiete controt of Symptoms will not be possible in ali
patients. An expianation of the benefits of altemate-day therapy will help the patient to
understand and tolerate the possible fiare-up in Symptoms which may occur in the iatter part
of the off-steroid day. Other symptomatic therapy may be added or increased at this time if
needed.

8) in the event of anacute flare-up of the disease process: it may be necessary 1o return to atull
Suppressive daily divided corticoid’ dose for control. Once controi is again eslablished
alternate-day therapy may be reinstituted,

9) Although many of the undesirabie features of corticosteroid therapy can be minimized by
anemmeﬂay therapy, as in any therapeutic situation, the physician must carefully weigh the
benefit-risk ratio for each patient in whom corticoid therapy is being considered.

HOW SUPPLIED: PRELONE Syrup is a cherry flavored red liquid containing 15 mg of Predniso-
lone in sach 5 my (teaspoontu)) and is suppilied in 240 mi bottles,

Pharmacist: Dispense with a suitabie calibrated Measuring device to assure proper measuring
o! dose.

Dispensa in tight light resistant coniainers as defined in U.S.p
Store at room temperature. Do Not Relrigerate;
CAUTION: Federal law prohibits dispensing without prescription,

MURO PHARMACEUTICAL; ING.
890 EAST STREET
TEWKSBURY, MASSACHUSETTS 01 876-9987

/88 11500
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